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DETAILED ACTION 

Applicant's arguments over the 35 (JSC 103 rejection have been fully considered 
and are not found persuasive. In particular, Applicants argue that the Riegelman 
reference only exemplifies griseofulvin. Applicants also argue that van der Vies is only 
limited to testosterone esters having 9-16 carbon acids and does not disclose 
testosterone serum levels of 15ng/dl to 1200ng/dl. Applicants assert that the serum 
level is not merely inherent in the composition but acts as a separate element that must 
be fulfilled in order to read on the present claims and not every combination of PEG, 
MW and testosterone will produce the recited serum levels. 

In response to the above arguments, it is noted that Riegelman teaches 
compositions comprised of griseofulvin in some of the examples in the invention; 
however, Riegelman teaches that the invention is drawn to increasing the absorbability 
of drugs including testosterone (Col. 2, lines 13-19). Further, Example VIII exemplifies 
a composition with 1 7-methyltestosterone. Accordingly, Riegelman is not only drawn to 
compositions comprised of griseofulvin. In regards to Applicants arguments regarding 
the teaching of van der Vies being limited to testosterone esters having 9-16 carbon 
acids, it is pointed out that Applicants assert in their specification on page 6, lines 20-22, 
that the term "testosterone" is intended to include its esters. Therefore, the broad term 
of testosterone in the claims includes the esters as taught by van der Vies. Regarding 
the arguments about serum levels being a separate element to be fulfilled, it is noted 
that the prior art teaches dose ranges of testosterone that fall within the claimed dose 
ranges. Because the same dose ranges are taught, it would be obvious that the serum 
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levels of testosterone would fall within the 15 ng/dl to about 1200 ng/dl. Absent a 
showing of unexpected results, in particular that the composition of the prior art does 
not achieve the desired serum levels in comparison to the present invention in which 
Applicants assert that the combination of PEG, MW and testosterone is required to 
provide the desired serum levels, the Examiner maintains that the rejections are proper. 



Objection to the Specification 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: the specification as filed teach that the solid polyethylene 
glycol carriers have a molecular weight range of from about 1 00 to 20,000 and 1 ,000 to 
10,000. The original claims as filed teach a range of about 400 to about 15,000 (claim 
4) and about 1,000 to about 10,000 (claim 5). These weight ranges are not taught 
directly within the specification and it is suggested to the Applicant to include these 
limitations into the specification. 



Claim Rejections - 35 U.S.C. § 112 



The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 26, 27, 28 and 36 rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. In the instant case, the specification teaches 
that the molecular weight range of the solid polyethylene glycol carrier ranges from 1 00 
to 20,000 and 1,000 to 10,000 specifically (page 9, lines 32-34 - page 10, lines 1-2). 
There is no specific teachings of weight ranges from about 100 to about 1,600 (claims 
26 and 36), from about 1600 to about 5000 (claims 27and 36), from about 5000 to about 
20,000 (claims 28 and 36). Accordingly, newly added claims 26-28 and 36 are 
considered to contain new matter. 



Claim Rejections - 35 U.S.C. § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 
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Claims 1-10 and 25-36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Riegelman et al. (US Patent 4,1 51 ,273) in view of van der Vies (US 
Patent 4,098,802). 

Riegelman et al. teach oral dosage formulations to increase the absorption of 
drugs. This includes the administration of formulations comprised of testosterone and a 
solid polyethylene glycol (PEG) carrier (Col. 2, lines 1-9, 13-14 and 19). It is taught that 
PEG has a molecular weight of 1 ,000 to 20,000 which closely overlaps with the range 
listed in claims 1 , 4, 5 and 10. 

Riegelman et al. does not teach the percent weight of the solid polyethylene 
glycol carrier or a specific dose of testosterone. 

Van der Vies teaches oral dosage forms of testosterone esters with doses that 
fall within the range of the instant claims (see Examples 1-3 and 5 in which testosterone 
esters make up 10, 25 and 30 mg of the capsule). Because van der Vies teaches the 
same dose ranges, it would be obvious that the serum level of testosterone would fall 
within 15 ng/dl to about 1200 ng/dl. 

Furthermore, it is obvious to vary and/or optimize the amount of the solid 
polyethylene glycol provided in the composition, according to the guidance provided by 
Riegelman et al., to provide a composition having the desired properties such as the 
desired percentage to effectively increase the absorbability of insoluble drugs. It is 
noted that "[W]here the general conditions of a claim are disclosed in the prior art, it is 
not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
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Accordingly, it would be obvious to a person of ordinary skill in the art at the time 
of the invention to combine the teachings of Riegelman et al., which teach oral dosage 
formulations comprised of testosterone and a solid PEG carrier to increase the 
absorption of drugs, with the teachings of van der Vies which teaches oral dosage forms 
of testosterone esters that fall within the claimed ranges. One would be motivated to 
use the dosage forms taught by van der Vies in the invention of Riegelman et al. 
because van der Vies teaches that the dose ranges taught are therapeutically effective 
and have androgenic activity. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See 
MPEP § 706.07(a). Applicant is reminded of the extension of time policy as set forth in 
37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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